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DETAILED ACTION 

Response to Arguments/Remarks 

With regards to the response to the final rejection, applicants remarks have been 
considered, and reconsideration of the rejection is granted. As such, finality as 
indicated by the previous office action is hereby withdrawn, and a non-final action with 
regards to the remarks set forth in the after final response and the merit of claims 1-9 
and 12-21 follows. 

Regarding the combination of Smith '961 and Smith '484 

Applicant's arguments, see pages 6-8 filed 8/24/06, with respect to claims 1, 8 
and 9 have been fully considered and are persuasive. The 35 USC 103 rejections of 
claims 1, 8 and 9 with respect to Smith '961 and '484 have been withdrawn. 
Regarding the combination of Wong, Smith '484 and Allen 

Applicant's arguments, see pages 8-9 filed 8/24/06, with respect to claims 1-4 
and 7 have been fully considered and are persuasive. The 35 USC 103 rejections of 
claims 1-4 and 7 with respect to the combination of Wong, Smith '484 and Allen ave 
been withdrawn. 

Regarding the combination of Allen, Smith '484 and Wong 

Applicant's arguments, see pages 9-10 filed 8/24/06, with respect to claims 1 , 5 
and 6 have been fully considered and are persuasive. The 35 USC 103 rejections of 
claims 1, 5 and 6 with respect to the combination of Allen, Smith '484 and Wong have 
been withdrawn. 
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Regarding the combination of Sardelis, Wong and Allen 

Applicant's arguments filed 8/24/06 have been fully considered but they are not 
persuasive. Applicant argues that the combination of Sardelis, Wong and Allen fails to 
teach wherein "each of the three sides including a pair of planer surface portions 
arranged in oblique and intersecting along a median plane bisecting a respective side to 
define a general concave appearance." Examiner respectfully disagrees. As described 
in the previous office action, Sardelis teaches a surgical needle comprising the following 
features: 

• an elongated needle body defining a longitudinal y-axis (50) 

• the needle body including a central shaft portion (60) 

• a first suture end portion for attachment to a suture (80) 

• a second needled end portion for penetrating tissue (70) 

• the needled end portion (70) having three sides which intersect to define 
three cutting edges (90) 

• and terminating at a needle point (70) 

• the needled end portion further defining an enlarged transition portion 
(Line 7-7) adjacent the central shaft section with an x-dimension (height) 
at least substantially equal to a corresponding x-dimension of the central 
shaft (line 8-8). 
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• the enlarged transition portion defines an x- dimension (Line 7-7) greater 
than a corresponding x-dimension (Line 8-8) of the central shaft portion 
(Fig. 6). 

• the enlarged transition portion defines a z- dimension (width) at least 
substantially equal to a corresponding z-dimension of the central shaft (90, 
Fig. 5). 

• the enlarged transition portion defines a z- dimension greater than a 
corresponding z-dimension of the central shaft portion (90, Fig. 5). 

• The x-dimension and z-dimensions of the enlarged transition portion is 
defined between adjacent cutting edges (90, fig. 7) 

Sardelis fails to disclose wherein each side includes a pair of planar surface portions 
arranged in oblique relation and intersecting along a median plane bisecting a 
respective side to define a general concave appearance to the respective side. 

Wong teaches a surgical needle wherein sides include a pair of planar surface 
portions (14, 22) arranged in oblique relation and intersecting along a median plane (18) 
bisecting a respective side to define a general concave appearance to the respective 
side (Column 3, proximate lines 32-35) in order to provide a needle with improved 
penetration and smaller wound opening that is easy to form (Column 2, proximate lines 
7-1 0). It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the needle sides of Sardelis with a pair of planar surface 
portions arranged in oblique relation and intersecting along a median plane bisecting a 
respective side to define a general concave appearance to the respective side in order 
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to provide a needle with improved penetration and smaller wound opening that is easy 
to form. 

The combination of Sardelis and Wong fails to teach wherein each side has a 
generally concave appearance. Allen teaches a surgical needle wherein each side 
includes a pair of planar surfaces (25, 26) arranged in an oblique relation in order to 
minimize the surface area of the needle in contact with the skin in order to provide 
improved penetration performance, less tissue trauma and distortion and a reduced 
wound opening area (Column 3, proximate lines 55-60). It would have been obvious to 
one of ordinary skill in the art at the time the invention was made to provide the surgical 
needle of the combination of Sardelis and Wong with planar surfaces arranged in an 
oblique relation on each side as taught by Allen in order to minimize the surface area of 
the needle in contact with the skin in order to provide improved penetration 
performance, less tissue trauma and distortion and a reduced wound opening area. 

As such, the combination of Sardelis, Wong and Allen does teach the disclosed 
limitation. 

Regarding the combination of Smith ( 961 and Sardelis 

Applicant's arguments, see pages 9-10 filed 8/24/06, with respect to claims 1,16 
and 17 have been fully considered and are persuasive. The 35 USC 103 rejections of 
claims 1,16 and 17 with respect to the combination of Smith '961 and Sardelis have 
been withdrawn. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-8 and 12-21 are rejected under 35 U.S.C. 103(a) as being unpatentable 

over Sardelis (US 5730732) in view of Wong (US 5030228) and further in view of Allen 

(US 5403344). 

Sardelis teaches a surgical needle comprising the following features: 

• an elongated needle body defining a longitudinal y-axis (50) 

• the needle body including a central shaft portion (60) 

• a first suture end portion for attachment to a suture (80) 

• a second needled end portion for penetrating tissue (70) 

• the needled end portion (70) having three sides which intersect to define 
three cutting edges (90) 

• and terminating at a needle point (70) 
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• the needled end portion further defining an enlarged transition portion 
(Line 7-7) adjacent the central shaft section with an x-dimension (height) 
at least substantially equal to a corresponding x-dimension of the central 
shaft (line 8-8). 

• the enlarged transition portion defines an x- dimension (Line 7-7) greater 
than a corresponding x-dimension (Line 8-8) of the central shaft portion 
(Fig. 6). 

• the enlarged transition portion defines a z- dimension (width) at least 
substantially equal to a corresponding z-dimension of the central shaft (90, 
Fig. 5). 

• the enlarged transition portion defines a z- dimension greater than a 
corresponding z-dimension of the central shaft portion (90, Fig. 5). 

• The x-dimension and z-dimensions of the enlarged transition portion is 
defined between adjacent cutting edges (90, fig. 7) 

• The central shaft portion defines a distal transition potion adjacent the 
needled end portion, the distal shaft portion defining a cross section of 
general triangular character (fig. 8) 

Sardelis fails to disclose wherein each side includes a pair of planar surface portions 
arranged in oblique relation and intersecting along a median plane bisecting a 
respective side to define a general concave appearance to the respective side. 

Wong teaches a surgical needle wherein sides include a pair of planar surface 
portions (14, 22) arranged in oblique relation and intersecting along a median plane (18) 
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bisecting a respective side to define a general concave appearance to the respective 
side (Column 3, proximate lines 32-35), wherein the angle between the planar surfaces 
is about 170 degrees (Column 3, proximate lines 64-66), and Two of the cutting edges 
intersect at the needle point (P) and define an angle of about 22° to about 25° (Column 
3, proximate lines 47-48) in order to provide a needle with improved penetration and 
smaller wound opening that is easy to form (Column 2, proximate lines 7-10). It would 
have been obvious to one of ordinary skill in the art at the time the invention was made 
to modify the needle sides of Sardelis with a pair of planar surface portions arranged in 
oblique relation and intersecting along a median plane bisecting a respective side to 
define a general concave appearance to the respective side in order to provide a needle 
with improved penetration and smaller wound opening that is easy to form. 

The combination of Sardelis and Wong fails to teach wherein each side has a 
generally concave appearance. Allen teaches a surgical needle wherein each side 
includes a pair of planar surfaces (25, 26) arranged in an oblique relation in order to 
minimize the surface area of the needle in contact with the skin in order to provide 
improved penetration performance, less tissue trauma and distortion and a reduced 
wound opening area (Column 3, proximate lines 55-60). It would have been obvious to 
one of ordinary skill in the art at the time the invention was made to provide the surgical 
needle of the combination of Sardelis and Wong with planar surfaces arranged in an 
oblique relation on each side as taught by Allen in order to minimize the surface area of 
the needle in contact with the skin in order to provide improved penetration 
performance, less tissue trauma and distortion and a reduced wound opening area. 
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Claim 9 is rejected under 35 U.S.C. 103(a) as being unpatentable over the 
combination of Sardelis, Wong, and Allen as applied to claims 1 and 8 above, and 
further in view of Smith et al. (US 5797961). The combination of Sardelis, Wong, and 
Allen teaches all limitations of preceding dependent claims 1 and 8 as previously 
described, but fails to teach wherein the distal shaft portion surfaces are interconnected 
by rounded surfaces. Smith teaches a cutting edge needle wherein the distal shaft 
surfaces (41) are interconnected by rounded surfaces (fig. 6) in order to provide the 
cross-section of central section 40 such that a conventional needle-grasper can 
sufficiently grasp and effectively maintain the needle 5 in a fixed position as the needle 
5 penetrates body tissue without the needle slipping between the jaws of the needle 
grasper. It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the combination of Sardelis, Wong, and Allen with distal 
shaft portion surfaces interconnected by rounded surfaces as taught by Smith in order 
to provide the cross-section of central section 40 such that a conventional needle- 
grasper can sufficiently grasp and effectively maintain the needle 5 in a fixed position as 
the needle 5 penetrates body tissue without the needle slipping between the jaws of the 
needle grasper. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Natalie Pous whose telephone number is (571) 272- 
6140. The examiner can normally be reached on Monday-Friday 8:00am-5:30pm, off 
every 2nd Friday. 


Application/Control Number: 10/618,990 Page 10 

Art Unit: 3731 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on (571) 272-4963. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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